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DETAILED ACTION 
Information Disclosure Statement 

The examiner has considered all references disclosed within the Information 
Disclosure Statement filed on 12/15/2004 and 9/21/2005. 

Drawings 

The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: 1113. Corrected drawing sheets in compliance with 37 CFR 1.121(d) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 1115, 1160 and 2038. Corrected drawing sheets in compliance with 37 
CFR 1.121(d), or amendment to the specification to add the reference character(s) in 
the description in compliance with 37 CFR 1.121(b) are required in reply to the Office 
action to avoid abandonment of the application. Any amended replacement drawing 
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sheet should include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. Each drawing sheet submitted after the 
filing date of an application must be labeled in the top margin as either "Replacement 
Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by 
the examiner, the applicant will be notified and informed of any required corrective 
action in the next Office action. The objection to the drawings will not be held in 
abeyance. 

The drawings are objected to as failing to comply with 37 CFR 1.84(p)(4) 
because reference character "2034 " has been used to designate both the lower bridge 
and the lower rim. Further reference character "2012 " has been used to designate both 
the nasal mask and the hollow body. Corrected drawing sheets in compliance with 37 
CFR 1.121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 
CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 



Specification 

The disclosure is objected to because of the following informalities: 
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On page 4 in line 8, the word "is" after the word "which" should be deleted. 
On page 4 in line 23, the number "6" should be deleted and replaced with the 
number - 5 --. 

Appropriate correction is required. 

Claim Objections 

Claim 1 5 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 15 does not appear 
to further limit claim 1 since the limitation of claim 15 is fully disclosed in the preamble of 
claim 1. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2-4, and 10 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 2 recites the limitation "the nasal bridge region" in line 2 of claim 2. There 
is insufficient antecedent basis for this limitation in the claim. 

Claim 3 recites the limitation "the cheek region" in line 2 of claim 3. There is 
insufficient antecedent basis for this limitation in the claim. 
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Claim 4 recites the limitation "the upper lip region" in line 2 of claim 4. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 10 is deemed indefinite by the examiner because the applicant claims that 
the outer region and the middle region comprise "dead space." According to the 
specification and the figures, the applicant discloses dead space to be empty space 
which deems the claim indefinite. The applicant can not claim that the inner, middle and 
outer region comprise nothing or empty space. It is unclear what exactly the applicant 
is attempting to claim as their invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-6 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Scarberry et al (US 2002/0100479). 

As to claim 1 , Scarberry et al discloses a sealing interface for use with delivery of 
respiratory gases to a user comprising: an inner sealing member (34 shown in figure 1) 
an outer sealing member (28 shown in figure 1), wherein the inner sealing member and 
the outer sealing member are adapted to seal around the facial contours of the user 
thereby providing a sealed fluid communication to the respiratory tract of the user (see 
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an outer sealing member (28 shown in figure 1), wherein the inner sealing member and 
the outer sealing member are adapted to seal around the facial contours of the user 
thereby providing a sealed fluid communication to the respiratory tract of the user (see 
figure 2), and the inner and outer sealing members are at least continuously in contact 
with each other around the facial contour contacting portions respectively (the two 
members are continuously in contact with each other around the facial contour 
contacting portions shown in figure 2). 

As to claims 2-4, Scarberry et al discloses a sealing interface wherein the inner 
sealing member has a cut out region in the nasal bridge region, in the cheek region, and 
the upper lip portion (labeled in figure 1 shown below). 
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Figure 1 

As to claim 5, Scarberry et al discloses a sealing interface wherein the inner 
sealing member and the outer sealing member are continuously in contact both in use 
and when not in use around the facial contour contacting region (see figure 1 wherein 
28 and 34 are continuously in contact). 

As to claim 6, Scarberry et al disclose a sealing interface wherein the inner 
sealing member and the outer sealing member are continuously in contact all around 
the inner sealing member (the two members are shown continuously in contact in 
figures 1 and 3). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 10? of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which the subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 7-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Scarberry in view of Palkon et al (7007696). 
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As to claim 7, Scarberry et al discloses a sealing interface with all the limitations 
of the claim with the exception of wherein the inner sealing member includes a cheek 
region of the facial contour contacting region wherein the cheek region is concaved to 
accommodate the cartilages extending away from the middle of the nose of a user. The 
mask of Palkon includes a cheek region that is chamfered in a concave manner so as to 
accommodate the cartilages extending away from the middle nose of a user as shown 
in figure 3. Therefore it would have been obvious to one having ordinary skill in the art 
at the time the invention was made to include a cheek region that is concaved to 
accommodate the cartilages extending away from the middle nose of a user to create a 
more comfortable and more effective air tight seal against the contours of the user's 
face as disclosed by Palkon et al. 

As to claim 8, Scarberry et al discloses a sealing interface with all the limitations 
of the claim with the exception of wherein the facial contour contacting portion 
comprises a nasal bridge region whereby the nasal bridge region is tapered away from 
the user with respect to the remainder of the facial contour contacting portion. Palkon 
discloses a mask cushion as shown in figure 2 that comprises a nasal bridge region (38) 
whereby the nasal bridge region is tapered away from the user with respect to the 
remainder of the facial contact portion. Therefore it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the mask of 
Scarberry to include a nasal bridge section that is tapered away from the user to create 
a more comfortable and effective air tight seal against the nasal bridge of the user as 
disclosed by Palkon et al. 



Application/Control Number: 10/518,331 Page 9 

Art Unit: 3771 

As to claim 9, Scarberry et al discloses a sealing interface wherein the nasal 
bridge region comprises an inner region, a middle region and an outer region whereby 
in use the inner region is most proximate the user (labeled in figure shown below). 



i 

Upper region f 




Figure 2 

As to claim 10, Scarberry et al discloses a sealing interface 9 wherein the inner 
region, the middle region and the outer region comprise dead space (figure 2 above 
shows that the disclosed regions comprise dead space within the mask labeled in the 
figure). 
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As to claim 11, Scarberry et al discloses a sealing interface wherein the inner 
region comprises a flexible resilient member (paragraph [0041] discloses that seal 18 
which comprises both inner and outer seals 34 and 28 is "solid, yet highly resilient and 
self-sustaining compressible") and the middle region and the outer region comprise 
dead space (figure 2 shows that the disclosed regions comprise deadspace within the 
mask labeled in figure above). 

As to claim 12, Scarberry et al discloses a sealing interface wherein the inner 
region and the outer region comprise a resilient deformable material (paragraph [0041] 
discloses that seal 18 which comprises both inner and outer seals 34 and 28 is "solid, 
yet highly resilient and self-sustaining compressible") and the middle region comprises 
dead space (figure 2 shows that the disclosed region comprise deadspace within the 
mask labeled in figure above). 

As to claim 13, Scarberry et al discloses a sealing interface wherein the inner 
sealing member is adapted to follow the concave portion in the cheek region (paragraph 
[0041] discloses that "the contour of the of sealing surface 34 is performed to closely 
approximate the surface contour of a user's facial structure, especially in the areas of 
the bridge of the nose, the cheeks adjacent the nose, the space intermediate the nose 
and upper lip, and the intervening areas contiguous to these.") 

As to claim 14, Scarberry et al disclose a sealing interface wherein the inner 
sealing member is adapted to contact the cheek region only when in use (it is inherent 
that the inner sealing member will only contact the cheek region when the mask is in 
use). 
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As to claim 15, Scarberry et al discloses a patient interface for delivering 
respiratory gases to a user including a sealing interface (see figure 2). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to the 
applicant's disclosure to show mask cushion assemblies: US 2004/0118406, US 
7107989, US 6357441, US 2003/0019495, US 6112746, and US 6651663. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amadeus S. Lopez whose telephone number is (571) 
272-7937. The examiner can normally be reached on Mon-Fri 8:00AM-4:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Amadeus S Lopez 
Examiner 
Art Unit 3771 
March 24, 2007 
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SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 3700 



